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§485.643

(ii) One QIO or equivalent entity;

(iii) One other appropriate and quali-
fied entity identified in the State rural
health care plan;

(iv) In the case of distant-site physi-
cians and practitioners providing tele-
medicine services to the CAH’s pa-
tients under a written agreement be-
tween the CAH and a distant-site hos-
pital, the distant-site hospital; or

(v) In the case of distant-site physi-
cians and practitioners providing tele-
medicine services to the CAH’s pa-
tients under a written agreement be-
tween the CAH and a distant-site tele-
medicine entity, one of the entities
listed in paragraphs (b)(4)(i) through
(iii) of this section; and

(5)(i) The CAH staff considers the
findings of the evaluations, including
any findings or recommendations of
the QIO, and takes corrective action if
necessary.

(ii) The CAH also takes appropriate
remedial action to address deficiencies
found through the quality assurance
program.

(iii) The CAH documents the outcome
of all remedial action.

[68 FR 30671, May 26, 1993, as amended at 62
FR 46037, Aug. 29, 1997; 63 FR 26359, May 12,
1998; 76 FR 25564, May 5, 2011]

§485.643 Condition of participation:
Organ, tissue, and eye procurement.

The CAH must have and implement
written protocols that:

(a) Incorporate an agreement with an
OPO designated under part 486 of this
chapter, under which it must notify, in
a timely manner, the OPO or a third
party designated by the OPO of individ-
uals whose death is imminent or who
have died in the CAH. The OPO deter-
mines medical suitability for organ do-
nation and, in the absence of alter-
native arrangements by the CAH, the
OPO determines medical suitability for
tissue and eye donation, using the defi-
nition of potential tissue and eye donor
and the notification protocol developed
in consultation with the tissue and eye
banks identified by the CAH for this
purpose;

(b) Incorporate an agreement with at
least one tissue bank and at least one
eye bank to cooperate in the retrieval,
processing, preservation, storage and
distribution of tissues and eyes, as may

42 CFR Ch. IV (10-1-11 Edition)

be appropriate to assure that all usable
tissues and eyes are obtained from po-
tential donors, insofar as such an
agreement does not interfere with
organ procurement;

(c) Ensure, in collaboration with the
designated OPO, that the family of
each potential donor is informed of its
option to either donate or not donate
organs, tissues, or eyes. The individual
designated by the CAH to initiate the
request to the family must be a des-
ignated requestor. A designated re-
questor is an individual who has com-
pleted a course offered or approved by
the OPO and designed in conjunction
with the tissue and eye bank commu-
nity in the methodology for approach-
ing potential donor families and re-
questing organ or tissue donation;

(d) Encourage discretion and sensi-
tivity with respect to the -cir-
cumstances, views, and beliefs of the
families of potential donors;

(e) Ensure that the CAH works coop-
eratively with the designated OPO, tis-
sue bank and eye bank in educating
staff on donation issues, reviewing
death records to improve identification
of potential donors, and maintaining
potential donors while necessary test-
ing and placement of potential donated
organs, tissues, and eyes take place.

(f) For purposes of these standards,
the term ‘‘organ’ means a human kid-
ney, liver, heart, lung, pancreas, or in-
testines (or multivisceral organs).

[656 FR 47110, Aug. 1, 2000, as amended at 66
FR 39938, Aug. 1, 2001]

§485.645 Special requirements for
CAH providers of long-term care
services (“swing-beds”)

A CAH must meet the following re-
quirements in order to be granted an
approval from CMS to provided post-
hospital SNF care, as specified in
§409.30 of this chapter, and to be paid
for SNF-level services, in accordance
with paragraph (c) of this section.

(a) Eligibility. A CAH must meet the
following eligibility requirements:

(1) The facility has been certified as a
CAH by CMS under §485.606(b) of this
subpart; and

(2) The facility provides not more
than 25 inpatient beds. Any bed of a
unit of the facility that is licensed as a
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